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  Joint Commission reports 
improved quality of care 
 Hospitals accredited by The Joint Commission have demonstrated continual im-
provement over the seven-year period from 2002 to 2008, according to its report, 
“Improving America’s Hospitals: The Joint Commission’s Annual Report on Quality 
and Safet y 2009.” 

  Heart attack, heart failure, and pneumonia patients.  Hospitals accredited 
by The Joint Commission improved the qualit y of care provided to heart attack 
patients, heart failure patients, and pneumonia patients. Hospitals are providing 
on a more consistent basis evidence-based treatments, which are practices shown 
by scientifi c evidence to lead to the best outcomes for patients, according to com-
posite qualit y performance results for heart attack, heart failure, and pneumonia 
care compiled over the seven-year period. 

 Specifi cally, the 2008 heart attack result is 96.7 percent, an improvement of 
9.8 percentage points from the 2002 result. (The 96.7 percent score means that 
hospitals provided an evidence-based heart attack treatment 967 times for every 
1,000 opportunities to do so.) The 2008 heart failure care result is 91.6 percent, 
an improvement of 31.9 percentage points from the 2002 result. Finally, the 2008 
pneumonia care result is 92.9 percent, an improvement of 20.6 percentage points 
from the 2002 result. 

  Surgical care performance.  Hospitals have shown steady improvement on 
individual surgical care performance measures, as well as additional individual 
heart attack and pneumonia care measures, over a two-, three-, or four-year period. 
For example, the most signifi cant improvements for individual measures for each 
qualit y measure include the following: 

   For heart attack patients, smoking cessation advice improved 66.6 percent in 2002, 
and continued to improve each subsequent year, up to 98.9 percent in 2008. 
   For heart failure patients, smoking cessation advice improved 42.2 percent in 2002, 
and continued to improve each subsequent year, up to 97.6 percent in 2008. 
   For pneumonia patients, smoking cessation advice improved 37.2 percent in 2002, 
and continued to improve each consequent year, up to 96.0 percent in 2008.   
 Moreover, hospital performance on two individual qualit y measures relating to 

inpatient care for childhood asthma is excellent after one year of measurement: 
(1) a 99.8 percent performance level on providing relievers to childhood asthma 
inpatients, and (2) a 99.1 percent performance level on providing systematic corti-
costeroids to childhood asthma inpatients. 

  High performance, room for improvement.  Ninet y percent of the 
hospitals achieved greater than 90 percent performance on eight of the 28 mea-
sures tracked during 2008. The best performance was in measuring oxygen in 
blood for pneumonia patients: 99.7 percent of hospitals achieved rates over 90 
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percent in 2008. More than 95 percent 
of hospitals scored over 90 percent in 
2008 on three other measures related 
to heart attack care. Performance on the 
other 24 measures ranged from 94.8 to 
4.9 percent. Four of the 28 measures 
had performance levels of 50 percent 
or less. 

 Despite the fact that hospitals aver-
aged 90 percent or better performance 
on most individual qualit y measures, 
The Joint Commission noted that more 
improvement is needed and cited two 
examples of relatively low performance 
on two measures in 2008: (1) a 52.4 
percent performance level on providing 

fi bronolytic therapy within 30 minutes 
of arrival to heart attack patients, and 
(2) a 60.3 percent performance level on 
providing antibiotics to intensive care 
unit pneumonia patients within 24 hours 
of arrival.  ■ 
   The Joint Commission’s Annual Report on Quality and 

Safety 2009 , Jan. 2010  

  FTC, Congress call for 
end to generic drug 
“pay-for-delay” deals 
 Federal Trade Commission (FTC) Chair-
man Jon Leibowitz and certain members 
of Congress have renewed a call for 
legislation that would end “pay-for-delay” 
deals, in which brand-name drug manu-
facturers settle patent litigation with 
generic competitors by paying them to 
keep cheaper generic alternatives off the 
market. Chairman Leibowitz has urged 
Congress to adopt such a ban as part of 
any health care reform legislation, stating 
that “pay-for-delay deals are a bad pre-
scription for America: when drug com-
panies agree not to compete, consumers 
lose.” Republican FTC Commissioner J. 
Thomas Rosch is in agreement, writing, 
“As I testifi ed last year…almost all, if not 
all, reverse payment agreements…delay 
generic competition longer than it might 
otherwise occur.”  

  Background.  Under the patent exclu-
sivit y provisions of the Hatch-Waxman 
Act (PubLNo 98-417), a generic competi-
tor may seek market entry prior to expira-
tion of the patents on a brand-name drug. 
In fact, generic drug manufacturers have 
an incentive to challenge brand-name 
patents because the fi rst generic to fi le its 
application with the Food and Drug Ad-
ministration (FDA) can obtain 180 days 
of marketing exclusivit y during which 
it is the only generic on the market. To 
obtain FDA approval for market entry of 
a generic version before patent expiration 
of the brand-name drug, a generic must 
declare that its product does not infringe 
the relevant patents of the brand-name 
manufacturer or that the relevant patents 

Antitrust

are invalid. As a practical matter, brand-
name manufacturers normally challenge 
the generic’s declaration, and litigation 
ensues. For the brand to prevail and 
block entry, it must successfully defend 
the validit y of its patents and demon-
strate that the generic's product would 
infringe those patents. 

  2002 FTC study.  A 2002 FTC 
study showed that generics prevailed in 
73 percent of the patent litigation cases 
ultimately resolved by a court decision 
between 1992 and 2002. Given the costs 
and uncertaint y of patent litigation, 
however, brand-name and generic drug 
manufacturers sometimes settle before 
a fi nal court decision. For example, the 
parties may agree that the generic can 
enter the market at some point before 
the patent’s expiration date, but not 
as quickly as the generic could obtain 
through litigation. If no compensation 
is paid to the generic for the delay in its 
market entry, these settlement agree-
ments are unlikely to raise antitrust 
issues. The 2002 study determined, 
however, that some brand-name and 
generic manufacturers had settled their 
patent litigation through agreements 
that compensated generics for substan-
tial delays in market entry. As a result, 
the FTC recommended and Congress 
subsequently required, under provisions 
of the Medicare Prescription Drug, Im-
provement, and Modernization Act of 
2003 (MMA) (PubLNo 108-173), that 
drug companies fi le their patent settle-
ment agreements with the FTC within 
ten days of their execution. 

  New study.  A new FTC study, enti-
tled “Pay-for-Delay: How Drug Company 

continued on page 3
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Pay-Offs Cost Consumers Billions,” sum-
marized fi ndings from patent settlement 
agreements fi led with the FTC from 
fi scal year 2004 to 2009 pursuant to the 
MMA. The new study made the follow-
ing fi ndings as to these agreements: 

   Sixt y-six agreements involved some 
form of compensation from the brand 
to the generic combined with a delay 
in generic market entry. 
   Out of 218 agreements fi led, 70 percent 
did not involve compensation from the 
brand to the generic combined with a 
delay in generic entry. 
   Agreements with compensation on av-
erage prohibit generic entry for nearly 
17 months longer than agreements 
without payments. 

   Out of 66 agreements that combined 
compensation from the brand to the 
generic with deferred generic entry, 77 
percent were between the brand-name 
manufacturer and the generic that was 
the fi rst to seek entry prior to patent 
expiration for the relevant brand-name 
drug. These agreements t ypically 
ensure the brand-name drug’s lock on 
the market because every subsequent 
generic entrant has to wait until the 
fi rst generic has been marketed for 
180 days. 
   Approximately 25 percent of patent 
settlement agreements with fi rst-fi ler 
generics involved an explicit agree-
ment by the brand not to launch an 
“authorized generic” (AG) to compete 

against the fi rst fi ler generic, combined 
with an agreement by the fi rst-fi ler 
generic to defer market entry past the 
date of the agreement. While this does 
not involve an actual dollar payment 
to the generic, the brand is agreeing 
not to cut into the generic's profi ts 
with an AG.    
 The study concludes that most of 

the pay-for-delay agreements reached 
since 2005 are still in effect, currently 
protecting at least $20 billion in sales 
of brand-name drugs f rom generic 
competition. The FTC study recom-
mends that Congress pass legislation 
to protect consumers from these anti-
competitive agreements.  ■  
  FTC Staff Study , Jan. 2010      

Trends

continued on page 7

MedPAC votes 
on payment 
recommendations
 At its January 14th-15th meeting, the 
Medicare Payment Advisory Commission 
(MedPAC) voted on a series of Medicare 
payment recommendations. These rec-
ommendations will be included in its 
March 2010 report to Congress. Med-
PAC recommends that Congress: 

  Hospitals.  Increase payment rates for 
the acute inpatient and outpatient pro-
spective payment systems in 2011 by the 
projected rate of increase in the hospital 
market basket index, concurrent with 
implementation of a qualit y incentive 
payment program; and, to restore budget 
neutralit y, require the Secretary of HHS 
to fully offset increases in inpatient pay-
ments due to hospitals’ documentation 
and coding improvements. To accomplish 
this, the Secretary must reduce payment 
rates in the inpatient prospective pay-
ment system by the same percentage 
(not to exceed 2.0 percentage points) 
each year in 2011, 2012, and 2013. The 
lower rates would remain in place until 
overpayments are fully recovered.  

  Physicians.  Update physician pay-
ments for physician services in 2011 by 
1.0 percent.  

  Ambulatory surgical centers.  
Implement a 0.6 percent increase in the 
payment rates for ambulatory surgical 
center (ASC) services in calendar year 
2011 concurrent with requiring ASCs 
to submit cost and qualit y data. 

  Dialysis.  Update the composite rate by 
the projected rate of increase in the end-
stage renal disease (ESRD) market basket 
index less the adjustment for productivity 
growth for calendar year 2011.  

  Skilled nursing facilities.  Elimi-
nate the update to payment rates for 
skilled nursing facilit y services for fi scal 
year 2011.  

  Home health.  Eliminate the market 
basket update for 2011, and direct the 
Secretary to: (1) rebase rates for home 
health care services to refl ect the average 
cost of providing care; (2) expeditiously 
modify the home health payment system to 
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  The Road to ICD-10 Compliance 
   by Katherine Abel, CPC, CPC-I, CMRS   

   Although physicians, coders and staff do not need to learn the ICD-10-CM code 

set for another couple years, every medical practice and facility, small to large, 

should begin preparing now for a smooth implementation transition. In this 

article, we will review 16 steps for a successful ICD-10 implementation.   

 On January 16, 2009, the Department of Health and Human 
Services announced that HIPAA Administration Simplifi ca-
tion will modify the medical data codes set standards to 
adopt ICD-10-CM (International Classifi cation of Diseases, 
10th Revision, Clinical Modification) and ICD-10-PCS 
(International Classifi cation of Diseases, 10th Revision, Pro-
cedure Coding System). The effective date for compliance is 
October 1, 2013. ICD-10-CM and ICD-10 PCS will replace 
the current ICD-9-CM coding system with ICD-10-CM re-
placing Volumes 1 and 2 and ICD-9-PCS replacing Volume 
3. Preceding implementation for ICD-10 is the compliance 
date for the new 5010 version of the transaction standard 
x12—January 1, 2012 for most health care entities; January 
1, 2013 for small health plans.  

 Currently, ICD-9-CM is used to calculate MS-DRGs (Medi-
care Severit y—Diagnosis Related Groups), as diagnoses to sup-
port medical necessit y in all settings, statistical reporting, and 
qualit y analysis and ICD-9-PCS is used to report inpatient 
procedures in a hospital setting. The move to the ICD-10 
data set will modernize terminology, increase information for 
public health surveillance and qualit y reporting, and allow 
fl exibilit y for expansion to accommodate rapid incorporation 
of emerging technology into the code set. Diagnoses and 
procedure codes impact virtually every system and business 
process in plan and provider organizations, with signifi cant 
impacts on billing and reimbursement, which is why physi-
cian offi ces, hospitals, and other health care settings need 
to start preparing now.  

 Here is the 16 step road to ICD-10 compliance: 

 Step 1: Organize the Implementation Effort 
 Successful implementation of ICD-10 will begin with identify-
ing a point person to take responsibilit y for the implementa-
tion process. The point person will be responsible for address-
ing key issues and formulating the plan for implementation. To 
help with the implementation process, a steering committee 
involving a key player in each department of the organization 
should be developed, including senior managers, physicians, 
compliance offi cers, coders, and IT personnel.   

 Initial steps should include performing an initial impact 
analysis covering all areas of the organization, including the 
clinical team, the IT department, and all business operations. 

Once the areas of impact are identifi ed, the committee will 
need to determine the sequencing of activities along with 
other related projects such as the 5010 implementation and 
EHR implementation if applicable.   

 Step 2: Develop a Communication Plan 
 How often have we heard communication is key? During 
the planning phase, the steering committee will need to 
determine the avenue and frequency of communication 
during the ICD-10 implementation process. The steering 
committee should conduct periodic briefi ngs for staff or 
include information in other communication formats (i.e. 
newsletters, e-mails, etc.). A solid plan for communication 
should include monthly meetings with the staff until six 
months prior to implementation, at which time commu-
nication efforts should be increased to bi-weekly. Sharing 
information such as articles, publications, and briefi ngs 
will help your staff stay informed and be prepared when 
implementation time arrives.  

 Although contacting your system vendors is covered in Step 
8, you will want to begin your calls to the vendors during 
Step 2. You will need to get your system vendors working on 
the implementation process if they have not already begun. 
Vendor responses will affect your budgeting and timeline 
for the implementation process. Question your vendors on 
their abilit y to accommodate the move to ICD-10 prior to the 
compliance date, and if they will be ready for version 5010 
prior to January 1, 2012. Have them share their coordina-
tion and implementation plans for both 5010 and ICD-10 
implementation. Verify if the conversions and upgrades are 
included in your contract, or if there will be additional fees 
associated with the upgrades. 

 Thorough planning now will assist your practice or facilit y 
in an effi cient and smooth transition.  

 Step 3: Conduct an Impact Analysis 
 Conducting an in-depth impact analysis on your practice 
will assist in determining the timing requirements as well 
as budgetary concerns. This includes a high level review of 
regulatory requirements, timelines, and resources needed over 
the next several years and identifying a source of funding and 
coordinator of the project.   
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 To perform an impact analysis, you will want to review all 
areas of your practice that will be impacted by the implemen-
tation of ICD-10. This includes your practice management 
system, any electronic coding systems, electronic medical 
records, and the hardware required to house the systems 
currently running. Remember, you will now be hosting two 
data sets, ICD-9-CM concurrently with ICD-10-CM and 
ICD-10-PCS, if applicable. Identify the general impact of the 
coding changes, changes to be made to your current reports 
and trending efforts, new processes needed as a result of ICD-
10, and additional qualit y efforts needed to ensure proper 
coding specifi cit y. This is also an excellent opportunit y to 
review existing operations within the practice and consider 
areas of improvement—not just meeting the compliance data 
but developing better operations, performance, qualit y, etc. A 
thorough, in-depth impact analysis should take approximately 
six months to complete.  

 Step 4: Organize Cross-Functional Efforts 
 Medium to large practices and facilities will need to organize 
and coordinate cross-functional efforts. Identify staff to 
represent cross-functional areas and establish lines of com-
munication. For cross-functional areas to implement ICD-10 
effectively, establish meeting schedules and reports, including 
the frequency of briefi ng senior management on progress or 
problems. To avoid friction, be clear on who has decision-
making authorit y within the teams. A gap analysis will help 
the teams of the different areas determine where they need 
to work to close the gaps.  

 Step 5: Budget Development 
 Creating a budget for ICD-10 implementation may be a mov-
ing target. Because of this, make sure you reassess your budget 
at least every six months. Your budget should include all costs 
associated with ICD-10 implementation, including staff train-
ing time (including overtime and temporary help), software 
and hardware costs, workfl ow process changes, and testing. 
When reviewing the software and hardware costs, keep in 
mind your software licenses and upgrade fees associated with 
them. Keep in constant communication with your vendors 
so you can plan your budget accordingly. While creating your 
budget, keep in mind there may be a reduction in fi nancial 
income from insurance companies as they make the switch. 
Have a rainy day fund set aside to cover your organization 
during the transition time.   

 Step 6: Internal System Design 
and Development 

 Medium to large organizations may have their own internal 
systems requiring reprogramming. If your practice has its own 
proprietary systems, you will need to prepare for the design, 

programming, and testing of the internal systems. The IT 
staff will also need to map the ICD-9 to ICD-10 and ICD-10 
back to ICD-9, or they can use the mapping available on the 
CMS website. Make sure your IT department is aware of the 
5010 version requirements and has a plan for updating the 
proprietary systems in your offi ce.  

 Step 7: Development of the Training Plan 
 A training plan will be an essential tool for your offi ce to 
ensure all staff receives the appropriate training for ICD-10. 
Coordinate your plan to occur in two phases. Phase I training 
should be a general overview of ICD-10, guidelines format 
and structure and Phase II training should be in-depth based 
on specialt y. Identify which phase(s) each area of your staff 
will need to be involved in, starting with senior management. 
Cross-functional teams, clinical staff, coding and billing staff, 
fi nancial staff, administrative staff, and providers will all need 
to be trained. Staff training should be based on their role 
within the practices.  

 Training can be conducted using internal resources, ex-
ternal resources, or a combination of internal and external 
resources. Evaluate your options to decide which resources 
are more benefi cial for your practice. After determining your 
resources, develop a schedule for training and assess whether 
temporary help will be needed during the training phase. 
Communicate with the staff continually on the status of the 
training efforts. 

 Step 8: Contact System Vendors  
 You should already be in constant communication with 
your vendors by this point. If you have not contacted your 
vendors before now, you will need to contact them to assess 
their readiness for the ICD-10 implementation. Determine 
if your vendors are going to support the upgrade to ICD-10 
and if they are going to have the capabilit y to hold two date 
sets effectively (ICD-9 concurrently with ICD-10). Keep in 
mind that the upgrade of one system can affect multiple 
systems. Likewise, the upgrade of one piece of hardware 
can affect multiple pieces of hardware. Clarify the vendors’ 
timeline for testing and implementation and modify your 
plans accordingly.  

 Step 9: Implementation Planning 
 This is the planning for how the project will be implemented 
by the organization. Break down the implementation into stages 
and identify who implements what and when each piece is imple-
mented. As you develop your implementation plan, remember that 
Australia coders and doctors required 60 to 80 hours of training 
time on the new code set when they moved to ICD-10. 

 Determine the benefi ts to implementation and how to 
achieve those benefi ts. For example, review opportunities that 
could impact reimbursement, value-based purchasing, and pay-
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for-performance. Take this opportunit y to fi ne tune or change 
your current procedures. Map out your implementation plan, 
which can be completed in a simple excel fi le, or in a project 
planning software. Develop a communication plan with your 
staff and monitor training to ensure it is occurring during the 
appropriate times, and reevaluate the plan as necessary. This 
is also a good time to develop a post-implementation problem 
resolution process that will address how to report, track, 
prioritize, and correct issues identifi ed. The implementation 
plan should be approved by the steering committee to have 
buy-in from the necessary team players. 

 Step 10: Phase I Training 
 Phase I training is a general training including ICD-10 Guide-
lines, understanding of the general code set, and the regulatory 
issues and guidance surrounding the use of ICD-10. You will 
want to reinforce the need for specifi cit y and that documenta-
tion is key. All staff members should be involved in Phase I 
training which should take six to eight hours per individual 
and should occur about one year prior to the compliance date. 
Utilize some of the resources available at the American Acad-
emy of Professional Coders (AAPC), such as the free webinar 
series or audio conferences available for purchase. Providing 
training in one day, in most cases, is not retained for a long 
period of time for persons who will be using ICD-10-CM on 
a day-to-day basis. 

 Step 11: Business Process Analysis 
 Conduct an assessment of the impact of ICD-10 on all of 
your business processes. For example, you will want to con-
duct a review of your communications between departments 
(lab orders, radiology orders, etc.). Analyze your practice 
management, billing systems, registration processes, and 
contracts with health plans. During this step is the time 
to perform a baseline ICD-10 readiness audit. Why is per-
forming an audit so important? In order to move readiness 
going forward, it is important to identify current areas for 
improvement in documentation when reporting diagnoses 
in the medical record. Look at each business process that 
currently addresses or uses ICD-9 and evaluate the impact 
of ICD-10 on that process. Be sure to include your payer 
contracts in this analysis.  

 Step 12: Education and Training—Phase II 
 This training should include ICD-10 code set training 
based on your specialt y. By comparing applicable guidelines 
and codes, you should have a clear understanding when 
fi nished. This is also a good time to crosswalk and map 
ICD-9 codes you use routinely in your organization to the 
ICD-10 code set, and update superbills if you use them. 
This is detailed training on using the ICD-10 code set. 
Remember, your certifi ed coders will also need to pass a 
profi ciency exam in ICD-10 coding in order to maintain 
their certifi cation.  

 Step 13: Policy Change Development 

 As you near the implementation date, you will want to 
identify opportunities to improve processes. Make changes 
to policies identifi ed in your gap analysis and educate the 
providers and staff on the policy changes. You will want 
to wait to begin this process after carriers begin changing 
payment policies.  

 Step 14: Outcomes Measurement 
 One to three months prior to implementation, it is a good 
idea to measure the coders’ and providers’ understanding 
of ICD-10-CM and provide customized learning to fi ll any 
knowledge defi cits. New policies and procedures as part 
of the practice compliance plan should be formulated at 
this time.  

 Step 15: Deployment of Code by 
Vendors to Customers  

 Work with system vendors regarding upgrades from ICD-
9 to ICD-10 beginning at least one year prior to ICD-10 
“Go Live.” However, begin talking to system vendors two 
years prior to implementation. Multiple code sets including 
ICD-9-CM, ICD-10-CM, ICD-10-PCS, CPT and HCPCS 
must all be supported in the system upgrade. Changing 
code sets will involve more than expansion of the fi eld 
defi nition to seven characters in the databases where the 
procedure codes and diagnosis codes are stored, although 
that will be part of the process. Since the size of ICD-10-
CM/PCS is much larger than ICD-9-CM, fi elds will need 
to be modifi ed within the system to accommodate the 
alphanumeric codes. Both the new and old codes will need 
to be supported since they will run simultaneously. Keep 
in mind many health care payers and third part y payers 
will not convert all at one time. Also consider old claims 
prior to the “go live” date will need to be stored.  

 Step 16: Go Live—Implementation 
Compliance 

 Measure coder productivit y and perform internal testing of 
your coding and billing staff. Provide additional education and 
training if defi ciencies are identifi ed. After implementation, 
perform another outcomes measurement to ensure you are 
in compliance with the ICD-10 code sets.  

 By planning ahead, utilizing the talent and resources in 
your medical practice, and keeping up on legislative progress 
on ICD-10-CM/PCS, the practice will afford a fairly smooth 
transition. Be sure to visit  http://www.aapc.com/  to utilize 
the planning tracker and other ICD-10-CM implementation 
tools available to AAPC members.  
   Katherine Abel, CPC, CPC-I, CMRS, is director of curriculum at 

the American Academy of Professional Coders.    
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  Inappropriate 
marketing of MA plans 

 In response to complaints that some 
Medicare Advantage (MA) organizations 
and their agents have inappropriately 
marketed their health plans to Medicare 
benefi ciaries, members of Congress and 
state agencies asked the Government Ac-
countabilit y Offi ce (GAO) to examine (1) 
the extent of compliance and enforcement 
actions by the Centers for Medicare & 
Medicaid Services (CMS), (2) how CMS 
has helped benefi ciaries affected by inap-
propriate marketing and the problems 
benefi ciaries have encountered, and (3) 
information CMS has about the extent 
of inappropriate marketing.  

  CMS compliance and enforce-
ment actions.  According to the GAO, 
from January 2006 through February 
2009, CMS took compliance and enforce-
ment actions for inappropriate marketing 
against at least 73 out of approximately 
192 organizations that sponsored MA 
plans. CMS actions ranged from initial 
notices of noncompliance and warning 
letters to civil money penalties and sus-
pensions of marketing and enrollment.  

  Help provided to benefi ciaries.  
Benefi ciaries who experienced inappropri-
ate marketing have been assisted by special 
election periods (SEP) through which they 
could disenroll from their MA plan and 
enroll in new coverage without waiting for 
the twice yearly regular enrollment peri-
ods. The SEPs, however, did not address 
certain fi nancial or access-to-care problems 
benefi ciaries experienced as a result of in-
appropriate marketing. For example, when 
benefi ciaries disenrolled from their MA 
plans and Social Security did not stop the 
withholding of their premiums promptly, 
fi nancial hardship resulted. In addition, 
because of inappropriate marketing prac-
tices, some benefi ciaries did not realize 
they had been enrolled in an MA plan 
until they tried to access services. These 
benefi ciaries experienced disruption of 
their access to providers and medications 
when they discovered their providers did 
not participate in their new MA plan. 

  Extent of inappropriate market-
ing.  The GAO is concerned that some ben-
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efi ciaries may have disenrolled from their 
MA plans during regular enrollment peri-
ods and might not have notifi ed CMS of 
the marketing problems they encountered. 
The GAO reports that approximately 21 
percent of benefi ciaries disenrolled in 2007 
from one type of MA plan that had a high 
incidence of inappropriate marketing. The 
actual figures are uncertain, however, 
because CMS discontinued a survey on 
disenrollment reasons after 2005 that 
could have provided information about 
the extent to which the disenrollments 
were the result of inappropriate marketing. 
CMS plans to reinstitute a survey on dis-
enrollment reasons in 2010. CMS also has 
limited information about the number of 
benefi ciaries who disenrolled for inappro-
priate marketing because it failed to track 
the number of SEP disenrollments,  

  Recommendations.  The GAO 
recommends that CMS gather more in-
formation on the extent of inappropriate 
marketing and CMS concurred with the 
recommendation. ■ 
  GAO Report , GAO-10-36, Dec. 17, 2009  

  OIG Special Fraud 
Alert: DME suppliers' 
telemarketing 

 The Offi ce of Inspector General (OIG) 
updated its Special Fraud Alert that ad-

dressed telemarketing by durable medical 
equipment (DME) suppliers. The original 
Special Fraud Alert, reported in March 
2003, highlighted the statutory provi-
sion in  42 U.S.C. §1395m(a)(17)(B)  that 
prohibits DME suppliers from making 
unsolicited telephone calls to Medicare 
benefi ciaries regarding the furnishing of 
a covered item. 

 There are three exceptions to this 
prohibition: (1) the benefi ciary gave writ-
ten permission; (2) the contact regards 
a covered item already furnished; and 
(3) the supplier had furnished at least 
one covered item during the preced-
ing 15 months. In addition,  42 U.S.C. 
§1395m(a)(17)(B)  prohibits payment 
to a supplier that knowingly submits a 
claim generated pursuant to a prohibited 
telephone solicitation. 

 The OIG has received credible informa-
tion that some DME suppliers continue to 
use marketing fi rms to make unsolicited 
telephone calls in violation of the statu-
tory prohibition. Some DME suppliers 
are contacting Medicare benefi ciaries by 
telephone based solely on a treating physi-
cian's preliminary written or verbal orders 
prescribing DME for benefi ciaries. A physi-
cian's preliminary written or verbal order 
is not a substitute for the requisite written 
consent of a Medicare benefi ciary. ■ 
  Notice , 75 FR 2105, Jan. 14, 2010, Health Care 

Compliance Reporter,  ¶520,030       

Trends (cont.)

protect benefi ciaries from stinting or lower 
quality of care in response to rebasing (the 
approaches considered should include risk 
corridors and blended payments that mix 
prospective payment with elements of cost-
based reimbursement); (3) identify catego-
ries of patients who are likely to receive the 
greatest clinical benefi t from home health 
and develop outcomes measures which 
measure the quality of care for each catego-
ry of patient; and (4) review home health 
agencies that exhibit unusual patterns of 
claims for payment (providing that the 
Secretary has the authority to implement 
safeguards, such as a moratorium on new 
providers, preauthorization, or suspension 

of prompt payment requirements, in areas 
that appear to be high risk).  

  Inpatient rehabilitation facilities.  
Eliminate the update to the payment rates 
for inpatient rehabilitation services for 
fi scal year 2011.  

  Long-term care hospitals.  Direct 
the Secretary to eliminate the update to 
payment rates for long-term care hospitals 
for rate year 2011.  

  Hospice.  Update the payment rates 
for hospice for 2011 by the projected 
rate of increase in the hospital market 
basket index less MedPAC’s adjustment 
for productivit y growth. ■ 
  MedPAC Recommendations , Jan. 2010  
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Colorado medical device agrees to pay $5 million
 Spectranetics Corporation, a Colorado-based manufacturer of medical lasers 
and peripheral devices, has agreed to pay $4.9 million in civil damages plus a 
$100,000 forfeiture to resolve claims that the manufacturer illegally imported 
unapproved medical devices, provided them to physicians for use in patients, 
conducted a clinical study in a manner that failed to comply with federal regu-
lations, and promoted certain products for procedures for which the company 
had not received Food and Drug Administration approval. Spectranetics has 
entered into a civil settlement agreement, a non-prosecution agreement, and a 
corporate integrit y agreement with the Offi ce of Inspector General of the Depart-
ment of Health and Human Services. Under the civil settlement agreement, the 
United States asserted that Spectranetics caused false claims to be submitted to 
the Medicare Program during portions of the time period from 2003 to 2008. 
Spectranetics has accepted responsibilit y for its conduct, instituted remedial 
measures to prevent this conduct in the future, and will continue to cooperate 
in the ongoing criminal investigation.  
  DOJ News Release , Dec. 29, 2009 

  Michigan provider settles false claims allegations 
 Genesys Health System, a Grand Blanc, Michigan-based provider of health care 
services through a network of medical facilities, has agreed to pay $669,413 
to settle a lawsuit alleging it violated the False Claims Act by submitting false 
claims to Medicare. The Department of Justice alleged that between 2001 and 
2007, Genesys billed Medicare for higher levels of service for evaluation and 
management of cardiology patients than were actually rendered to the patients. 
The allegations were initiated by a lawsuit fi led under the  qui tam  or whistle-
blower provisions of the Act. The whistleblower will receive a $133,882 share 
of the settlement.  
  DOJ Press Release , Dec. 28, 2009  

  Summit on health care fraud held 
 HHS Secretary, Kathleen Sebelius, and Attorney General (AG), Eric Holder, 
convened with private sector leaders, law enforcement personnel, and health 
care experts at the National Summit on Health Care Fraud. The National 
Summit is the fi rst national gathering on health care fraud between law enforce-
ment and the private and public sectors, and is part of the Obama Adminis-
tration’s coordinated effort to fi ght health care fraud. The National Summit 
featured discussion on the elimination of fraud and abuse in the health care 
system and conducted workshops focusing on, among other things, the use 
of technology to prevent and detect fraud and improper payments, the role of 
states in preventing fraud, and the development of effective prevention poli-
cies and methods for insurers, providers and benefi ciaries. “Health care fraud 
isn’t just a government problem. Criminals don’t discriminate and they are 
stealing from Medicare, Medicaid and private companies at an unacceptable 
rate,” said Sebelius. “We have a shared interest in stopping these crimes and 
today’s summit brought us together to discuss how we can all work together 
to fi ght fraud.” 
   HHS Press Release , Jan. 28, 2010  

In the NewsSen. Grassley conducts 
HIT surveys, introduces 
fraud bill
 Senator Charles Grassley (R-Iowa) has 
sent letters to 31 hospitals nationwide ask-
ing about their experiences in implement-
ing the $19 billion federal health infor-
mation technology (HIT) program. Sen. 
Grassley's hospital survey is based on 
concerns of administrative complications, 
formatting and usability issues, errors and 
interoperabilit y of HIT software. Specifi c 
provider concerns expressed to Grassley 
include the following: (1) HIT software 
has produced incorrect medication dos-
ages due to miscalculated body weights 
caused by interchanging kilograms and 
pounds; (2) diffi culties encountered in 
approaching the HIT vendor with prob-
lems and the lack of venue to discuss 
these issues; (3) alleged “gag orders” or 
non-disclosure clauses in HIT contracts 
that prohibit providers from sharing in-
formation regarding product defects and 
other HIT concerns; (4) for HIT products 
that do not fall under the Food and Drug 
Administration's device regulations, there 
appears to be a lack of a national system 
for reporting product failures and adverse 
events associated with the use of HIT 
products; and (5) contractual restrictions 
on the sharing of experiences and infor-
mation related to specifi c vendor products 
may also limit a facilit y’s abilit y to make 
informed decisions about HIT adoption 
and implementation. 

 Grassley has also int roduced the 
“Strengthening Program Integrit y and 
Accountabilit y in Health Care Act,” a 
bill to fi ght fraud, waste and abuse in 
Medicare, Medicaid and the Children’s 
Health Insurance Program. Among 
other things, the bill aims to deter fraud 
with enhanced screening to improve the 
government’s abilit y to keep fraudulent 
providers from participating in these pro-
grams from the start, and limit tax dollars 
lost to fraud by giving the government 
more time than is allowed under the exist-
ing pay-and-chase model to evaluate the 
legitimacy of Medicare providers before 
payment is required when fraud, waste 
and abuse are suspected. ■ 
  Sen. Grassley Press Releases , Jan. 20 and 28, 2010     


